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Dodge, Tamara

From: Matthias, Mary

Sent:  Monday, October 03, 2011 11:37 AM
To: Dodge, Tamara

Cc: Johnson, Rachel

Subject: drafting request-medical practice
Good morning-

I am not sure if you're the correct person for this draft- if not, could you forward it to the
correct drafter? Thanks. ‘

Rep. Krusick would like a draft requiring prescribers to notify patients about “off-label”
uses of drugs and medical devices AND to inform patients about any financial interest a
physician may have in a drug or device they prescribe or use.

According to Wikipedia: Off-label use is the practice of prescribing pharmaceuticals for an
unapproved indication or in an unapproved age group, unapproved dose or unapproved form of
administration

It isn’t necessary to use the term “off-label” anywhere in the draft.
The draft should provide all of the following:

1. If a physician (or other prescriber) prescribes a drug for an “off-label” use, the
prescriber must notify the patient that the prescribed use is “off-label” and obtain the
patient’s signature attesting that they have received the information. This can be a one-
time notification (provided the first time the prescriber prescribes the drug for a
particular patient). The doctor should maintain the record—do you have nay thoughts on
what would be a reasonable amount of time for maintenance of the record?

2. If a physician intends to use a device or drug in the course of treating a patient (such
as installing a device in a patient’s body or using a drug during surgery) and the use of
the device or drug is “off-label”, the physician must provide written information
explaining that the use is “off-label” and what that means, and must obtain the patient's
signature attesting that they have received the information.

3. Require DHS to prepare the written information that prescribers must hand out to
patients for items 1 and 2 above. The written information must explain what “off-label”
use is.

Here's a draft from 2001 that is analogous and might be helpful in drafting items 1-3

(there are extraneous things in the 2001 draft that Rep. Krusick doesn’t need in this
draft, such as explanation of alternatives, statement about military service, etc.)

https://docs.legis.wisconsin.gov/2001 /ré!ated/proposals/ab672.pdf

10/3/2011
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Dodge, Tamara

Page 1 of 3

From: Matthias, Mary

Sent:  Tuesday, October 04, 2011 9:43 AM
To: Dodge, Tamara

Cc: Johnson, Rachel

Subject: RE: drafting request-medical practice
| would like to see it.

Thanks!

Mary Matthias

Senior Staff Attorney

Wisconsin Legislative Council Staff
Ph.(608)266-0932;Fax (608)266-3830

From: Dodge, Tamara

Sent: Tuesday, October 04, 2011 9:42 AM

To: Matthias, Mary

Subject: RE: drafting request-medical practice

Mary,

I will be handling this draft. Would you like to receive copies of this draft? Or should | just communicate solely with

Rep. Krusick's office?

Tami

Tamara J. Dodge

Attorney

Wisconsin Legislative Reference Bureau
P.O. Box 2037

Madison, W1 53701-2037

(608) 267 - 7380
tamara.dodge@legis.wisconsin.gov

From: Matthias, Mary

Sent: Monday, October 03, 2011 11:37 AM
To: Dodge, Tamara

Cc: Johnson, Rachel

Subject: drafting request-medical practice

Good morning-

| am not sure if you're the correct person for this draft- if not, could you forward it to the correct

drafter? Thanks.

Rep. Krusick would like a draft requiring prescribers to notify patients about “off-label” uses of
drugs and medical devices AND to inform patients about any financial interest a physician may

have in a drug or device they prescribe or use.

11/14/2011
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According to Wikipedia: Off-label use is the practice of prescribing pharmaceuticals for an
unapproved indication or in an unapproved age group, unapproved dose or unapproved form of
administration

It isn’'t necessary to use the term “off-label” anywhere in the draft.
‘The draft should provide all of the following:

1. If a physician (or other prescriber) prescribes a drug for an “off-label” use, the prescriber
must notify the patient that the prescribed use is “off-label” and obtain the patient’s signature
attesting that they have received the information. This can be a one-time notification (provided
the first time the prescriber prescribes the drug for a particular patient). The doctor should
maintain the record—do you have nay thoughts on what would be a reasonable amount of
time for maintenance of the record?

2. If a physician intends to use a device or drug in the course of treating a patient (such as
installing a device in a patient’s body or using a drug during surgery) and the use of the device
or drug is “off-label”, the physician must provide written information explaining that the use is
“off-label” and what that means, and must obtain the patient’s signature attesting that they
have received the information.

3. Require DHS to prepare the written information that prescribers must hand out to patients
for items 1 and 2 above. The written information must explain what “off-label” use is.

Here's a draft from 2001 that is analogous and might be helpful in drafting items 1-3 (there are

extraneous things in the 2001 draft that Rep. Krusick doesn’t need in this draft, such as
explanation of alternatives, statement about military service, etc.)

https://docs.legis.wisconsin.qov/2001/related/proposals/ab672.pdf

4. Require a physician to disclose to a patient if the prescriber has any conflict of interest in a
drug, device or other product they are prescribing to a patient or intend to use in treating the
patient that is not directly prescribed to the patient (such as a device or drug used during
surgery). | don't think you necessarily have to use the term conflict of interest. The general
idea is that if the physician has any sort of financial interest in the drug or device-or the
company producing the drug or device- or is going to get a kickback--anything other that what
is “usual and customary” for a physician to receive for prescribing or using a drug or device—
then they have to inform the patient of the nature of the relationship that they have with the
company. Require the physician to obtain and maintain written verification that they have
made the disclosure to the patient.

Thanks--
Mary

Mary Matthias
Senior Staff Attorney

11/14/2011
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Wisconsin Legislative Council Staff
Ph.(608)266-0932;Fax (608)266-3830

11/14/2011
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Dodge, Tamara

From: Dodge, Tamara

Sent:  Thursday, October 13, 2011 4:39 PM
To: Matthias, Mary

Cc: Johnson, Rachel

Subject: RE: drafting request-medical practice
Mary,

I'm have some questions about this drafting request.

First, to answer your question: The signed attestation about receiving information about off-label use should
probably be included in the patient's medical record and then the time for keeping that would be tied to the time
the medical record is maintained. If you are referring to the time the attestation should be renewed for the same
use of the same drug, last year’'s psychotropic drug section (s. 50.08) provides that the consent is value for not
longer than 15 months. The ADHD draft uses 2 years. Either of those seem reasonable.

What exactly is DHS supposed to create with regard to off-label use? In the example draft, DHS could create
information sheets because it was dealing with one disorder (ADHD) and one class of drugs (Schedule i
controlled substances). There is a finite number of drugs for which DHS had to provide information. The same is
true of last session’s new s. 50.08. In the case of this draft, we are dealing with all drugs and any off-label uses (of
which there may be countless for certain drugs). Is DHS just supposed to describe the concept of “off-label” or is it
supposed to create an information sheet for every off-label use of every drug? If it is the latter, I'm not sure that's
even possible.

Do you want to provide for someone other than the patient signing the attestation in the case of incapacity of the
patient? Do you want there to be an exception for emergencies?

| haven't looked in-depth at the conflict of interest provision yet, but | thought | would get these questions out first.
If you want me to pose these questions directly to Rep. Krusick's office, please let me know.

| will be out of the office tomorrow, October 14, so there’s no rush to get back to me on these questions.

Tami

Tamara J. Dodge

Attorney

Wisconsin Legislative Reference Bureau
P.O. Box 2037

Madison, WI 53701-2037

(608) 267 - 7380
tamara.dodge@legis.wisconsin.gov

From: Matthias, Mary

Sent: Monday, October 03, 2011 11:37 AM
To: Dodge, Tamara

Cc: Johnson, Rachel

Subject: drafting request-medical practice

Good morning-

| am not sure if you're the correct person for this draft- if not, could you forward it to the correct
drafter? Thanks.

11/8/2011
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Rep. Krusick would like a draft requiring prescribers to notify patients about “off-label” uses of
drugs and medical devices AND to inform patients about any financial interest a physician may
have in a drug or device they prescribe or use.

According to Wikipedia: Off-label use is the practice of prescribing pharmaceuticals for an
unapproved indication or in an unapproved age group, unapproved dose or unapproved form of
administration

It isn’t necessary to use the term “off-label” anywhere in the draft.
The draft should provide all of the following:

1. If a physician (or other prescriber) prescribes a drug for an “off-label” use, the prescriber
must notify the patient that the prescribed use is “off-label” and obtain the patient’s signature
attesting that they have received the information. This can be a one-time notification (provided
the first time the prescriber prescribes the drug for a particular patient). The doctor should
maintain the record—do you have nay thoughts on what would be a reasonable amount of
time for maintenance of the record?

2. If a physician intends to use a device or drug in the course of treating a patient (such as
installing a device in a patient’s body or using a drug during surgery) and the use of the device
or drug is “off-label”, the physician must provide written information explaining that the use is
“off-label” and what that means, and must obtain the patient’s signature attesting that they
have received the information.

3. Require DHS to prepare the written information that prescribers must hand out to patients
for items 1 and 2 above. The written information must explain what “off-label” use is.

Here's a draft from 2001 that is analogous and might be helpful in drafting items 1-3 (there are

extraneous things in the 2001 draft that Rep. Krusick doesn’t need in this draft, such as
explanation of alternatives, statement about military service, etc.)

https://docs.legis.wisconsin.gov/2001/related/proposals/ab672.pdf

4. Require a physician to disclose to a patient if the prescriber has any conflict of interest in a
drug, device or other product they are prescribing to a patient or intend to use in treating the
patient that is not directly prescribed to the patient (such as a device or drug used during
surgery). | don’t think you necessarily have to use the term conflict of interest. The general
idea is that if the physician has any sort of financial interest in the drug or device-or the
company producing the drug or device- or is going to get a kickback--anything other that what
is “usual and customary” for a physician to receive for prescribing or using a drug or device—
then they have to inform the patient of the nature of the relationship that they have with the
company. Require the physician to obtain and maintain written verification that they have
made the disclosure to the patient.

Thanks--

Mary

11/8/2011
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Mary Matthias

Senior Staff Attorney

Wisconsin Legislative Council Staff
Ph.(608)266-0932;Fax (608)266-3830

11/8/2011
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Dodge, Tamara

From: Matthias, Mary

Sent:  Thursday, November 10, 2011 11:30 AM
To: Dodge, Tamara

Subject: RE: drafting request-medical practice
Tami-

Sorry I did not respond to your earlier e-mail.

I think keeping the attestation in the medical record, and not having to specify a separate
period of retention, is a good idea.

A one-time disclosure that a prescribed use of a particular drug is “off-label” is enough.
If possible, I think it would be better NOT to tie this disclosure in as part of “informed
consent”. (It should be a freestanding requirement.)

The DHS informational sheet should just describe the concept of off-label use-no need to
prepare specific info sheets for different drugs.

Yes to both the emergency exemption and requiring/allowing someone else to sign on
behalf of incapacitated patient.

Thanks!

Mary Matthias

Senior Staff Attorney

Wisconsin Legislative Council Staff
Ph.(608)266-0932;Fax (608)266-3830

From: Dodge, Tamara

Sent: Thursday, November 10, 2011 10:31 AM
To: Matthias, Mary

Subject: FW: drafting request-medical practice

Mary,

| just wanted to make sure you received these questions below regarding the draft request from Representative
Krusick. | am awaiting answers to the questions before starting the draft.

If you would like to discuss my questions, please contact me. Again, if you would like me to contact Rep. Krusick’s
office directly, | will do that.

Thanks,
Tami

Tamara J. Dodge
Attorney
Wisconsin Legislative Reference Bureau

11/10/2011
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P.O. Box 2037

Madison, WI 53701-2037

(608) 267 - 7380
tamara.dodge@legis.wisconsin.gov

From: Dodge, Tamara

Sent: Thursday, October 13, 2011 4:39 PM
To: Matthias, Mary

Cc: Johnson, Rachel

Subject: RE: drafting request-medical practice

Mary,
I’'m have some questions about this drafting request.

First, to answer your question: The signed attestation about receiving information about off-label use should
probably be included in the patient’s medical record and then the time for keeping that would be tied to the time
the medical record is maintained. If you are referring to the time the attestation should be renewed for the same
use of the same drug, last year's psychotropic drug section (s. 50.08) provides that the consent is valid for not
longer than 15 months. The ADHD draft uses 2 years. Either of those seem reasonable.

What exactly is DHS supposed to create with regard to off-label use? In the example draft, DHS could create
information sheets because it was dealing with one disorder (ADHD) and one class of drugs (Schedule Il
controlled substances). There is a finite number of drugs for which DHS had to provide information. The same is
true of last session’s new s. 50.08. In the case of this draft, we are dealing with all drugs and any off-label uses (of
which there may be countless for certain drugs). Is DHS just supposed to describe the concept of “off-label” or is it
supposed to create an information sheet for every off-label use of every drug? If it is the latter, I'm not sure that's
even possible.

Do you want to provide for someone other than the patient signing the attestation in the case of incapacity of the
patient? Do you want there to be an exception for emergencies?

| haven’t looked in-depth at the conflict of interest provision yet, but | thought | would get these questions out first.
If you want me to pose these questions directly to Rep. Krusick’s office, please let me know.

| will be out of the office tomorrow, October 14, so there’s no rush to get back to me on these questions.

Tami

Tamara J. Dodge

Attorney

Wisconsin Legislative Reference Bureau
P.O. Box 2037

Madison, WI 53701-2037

(608) 267 - 7380
tamara.dodge@legis.wisconsin.gov

From: Matthias, Mary

Sent: Monday, October 03, 2011 11:37 AM
To: Dodge, Tamara

Cc: Johnson, Rachel

Subject: drafting request-medical practice

11/10/2011
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Good morning-

| am not sure if you're the correct person for this draft- if not, could you forward it to the correct
drafter? Thanks.

Rep. Krusick would like a draft requiring prescribers to notify patients about “off-label” uses of
drugs and medical devices AND to inform patients about any financial interest a physician may
have in a drug or device they prescribe or use.

According to Wikipedia: Off-label use is the practice of prescribing pharmaceuticals for an
unapproved indication or in an unapproved age group, unapproved dose or unapproved form of
administration

It isn’'t necessary to use the term “off-label” anywhere in the draft.
The draft should provide all of the following:

1. If a physician (or other prescriber) prescribes a drug for an “off-label” use, the prescriber
must notify the patient that the prescribed use is “off-label” and obtain the patient's signature
attesting that they have received the information. This can be a one-time notification (provided
the first time the prescriber prescribes the drug for a particular patient). The doctor should
maintain the record—do you have nay thoughts on what would be a reasonable amount of
time for maintenance of the record?

2. If a physician intends to use a device or drug in the course of treating a patient (such as
installing a device in a patient’s body or using a drug during surgery) and the use of the device
or drug is “off-label”, the physician must provide written information explaining that the use is
“off-label” and what that means, and must obtain the patient’s signature attesting that they
have received the information.

3. Require DHS to prepare the written information that prescribers must hand out to patients
for items 1 and 2 above. The written information must explain what “off-label” use is.

Here’s a draft from 2001 that is analogous and might be helpful in drafting items 1-3 (there are
extraneous things in the 2001 draft that Rep. Krusick doesn’t need in this draft, such as
explanation of alternatives, statement about military service, etc.)

https://docs.legis.wisconsin.gov/2001 [related/proposals/ab672.pdf

4. Require a physician to disclose to a patient if the prescriber has any conflict of interest in a
drug, device or other product they are prescribing to a patient or intend to use in treating the
patient that is not directly prescribed to the patient (such as a device or drug used during
surgery). | don’t think you necessarily have to use the term conflict of interest. The general
idea is that if the physician has any sort of financial interest in the drug or device-or the
company producing the drug or device- or is going to get a kickback--anything other that what
is “usual and customary” for a physician to receive for prescribing or using a drug or device—
then they have to inform the patient of the nature of the relationship that they have with the
company. Require the physician to obtain and maintain written verification that they have
made the disclosure to the patient.

11/10/2011
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Thanks--
Mary
Mary Matthias
Senior Staff Attorney

Wisconsin Legislative Council Staff
Ph.(608)266-0932;Fax (608)266-3830

11/10/2011
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4. Require a physician to disclose to a patient if the prescriber has any conflict of interest in a
drug, device or other product they are prescribing to a patient or intend to use in treating the
patient that is not directly prescribed to the patient (such as a device or drug used during
surgery). | don’t think you necessarily have to use the term conflict of interest. The general
idea is that if the physician has any sort of financial interest in the drug or device-or the
company producing the drug or device- or is going to get a kickback--anything other that what
is “usual and customary” for a physician to receive for prescribing or using a drug or device—
then they have to inform the patient of the nature of the relationship that they have with the
company. Require the physician to obtain and maintain written verification that they have
made the disclosure to the patient.

Thanks--

Mary

Mary Matthias
Senior Staff Attorney

Wisconsin Legislative Council Staff
Ph.(608)266-0932;Fax (608)266-3830

10/3/2011
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The Federal Register

The Daily Journal of the United States Government

Proposed Rule

TRICARE; Off-Label Uses of Devices; Partial List of
Examples of Unproven Drugs, Devices, and Medical
Treatments or Procedures

A Proposed Rule by the Defense Department on 08/31/2009

Summary

The Department of Defense is publishing this proposed rule to revise the definition of “unlabeled
ot off-label drug” to “off-label use of a drug or device.” This revision is consistent with the
regulatory framewotk under the Federal Food, Drug, and Cosmetic Act. Additionally, this rule
removes the partial list of examples of unproven drugs, devices, and medical treatments or
ptocedures proscribed in TRICARE regulations. As it is determined that reliable evidence
demonstrates that previously unproven drugs, devices, and medical treatments or procedures have
proven medical effectiveness, TRICARE has removed them from the list and authorized medically
necessary cate. This revision removing the partial list is necessary as the list will never be completely
current, and is only a partial list of examples. The removal of this partial list does not change or
eliminate any benefits that are currently available under the TRICARE program.

http://www.federalregister.gov/articles/2009/08/31/E9-20683/tricare-off-label-uses-of-devi... 12/1/2011
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Table of Contents

DATES:

Written comments received at the address indicated below by October 30, 2009 will be accepted.

ADDRESSES:

You may submit comments, identified by docket number and/or Regulatory Information Number
(RIN) number and title, by either of the following methods:

* Federal Rulemaking Portal: http://www.regulations.gov. Follow the instructions for

submitting comments.
* Mail: Federal Docket Management System Office, 1160 Defense Pentagon, Washington, DC
20301-1160.

Instructions: All submissions received must include the agency name and docket number or RIN for
this Federal Register document. The general policy for comments and other submissions from
members of the public is to make these submissions available for public viewing on the Internet at
http: .regulations.gov as they are received without change, including any personal identifiers

or contact information.

http://www.federalregister.gov/articles/2009/08/31/E9-20683/tricare-off-label-uses-of-devi... 12/1/2011
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FOR FURTHER INFORMATION CONTACT:

René L. Morrell, TRICARE Management Activity, Medical Benefits and Reimbursement Branch,
telephone (303) 676-3618.

SUPPLEMENTARY INFORMATION:

This proposed rule revises the definition of “unlabeled or off-label drug” to “off-label use of a drug
or device.” This revision is consistent with the regulatory framework under the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 301 et seq.). Additionally, this proposed rule removes the partial list of
examples of unproven drugs, devices, and medical treatments or procedures proscribed under §

199.4(g)(15).

Off-Label Uses of Devices

On January 6, 1997, the Office of the Secretary of Defense published a final rule in the Federal
Register (62 FR 627-631) clarifying the TRICARE exclusion of unproven drugs, devices, and
medical treatments or procedures and adding the TRICARE definition of unlabeled or off-label
drugs. This rule also added the provision for coverage of unlabeled or off-label uses of drugs that
are Food and Drug Administration (FDA) approved drugs that are prescribed ot administered by a
health care practitioner and are used for indications or treatments not included in the approved
labeling. We are now modifying the definition of “unlabeled or off-label drug” to “off-label use of a
drug or device” to be consistent with the regulatory framework under the Federal Food, Drug, and
Cosmetic Act (2L U.S.C, 301 et seq.) Howevet, this proposed rule does not present new agency
policy. Rather, it corrects an error and omission from the current rule. Coverage is limited to those
indications for which there is reliable evidence, as defined in section 199.2, sufficient to establish
that the off-label use is safe, effective, and in accordance with nationally accepted standards of
practice in the medical community. In addition, the off-label use mus:,t be reviewed for medical

necessity.

Partial List of Examples of Unproven Drugs, Devices, and
Medical Treatments or Procedures

By law, TRICARE can only cost-share medically necessary supplies and services. Any drug, device,
and medical treatment or procedure, the safety and efficacy of which have not been established, as
described in § 199.4(g)(15), is unproven and cannot be cost-shared by TRICARE except as

authorized under § 199.4(¢)(26). The curtent regulation and program policy provide a partial list of
examples of unproven drugs, devices, and medical treatments or procedures that are excluded from

benefits. The intent of this partial list was to provide information on specific examples of emerging

http://www.federalregister.gov/articles/2009/08/31/E9-20683/tricare-off-label-uses-of-devi... 12/1/2011
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drugs, devices, and medical treatments or procedutes determined to be unproven by TRICARE
based on review of current reliable evidence. Due to the rapid and extensive changes in medical
technology it is not feasible to maintain this list in the regulation. Removal of this partial list of
examples does not change the exclusion of unproven drugs, devices, and medical treatments or
procedures. Removal of the partial list of examples does not change the process TRICARE follows
in determining for purposes of benefit coverage when a drug, device, and medical treatment or
procedure has moved from the status of unproven to proven medical effectiveness. The intent of
this revision is to ensure that benefit determinations are made based on current reliable evidence

rather than relying on outdated regulatory and policy provisions.

Regulatory Procedures

Executive Order 12866, “Regulatory Planning and Review”

Section 801 of Title 5, U.S.C., and Executive Order (E.O.) 12866 require certain regulatory

assessments and procedures for any major rule or significant regulatory action, defined as one that
would result in an annual effect of $100 million or more on the national economy or which would
have other substantial impacts. It has been certified that this rule is not an economically significant
rule, however, it is a regulatory action which has been reviewed by the Office of Management and

Budget as required under the provisions of E.O. 12866.

Sec. 202, Public Law 104-4, “Unfunded Mandates Reform Act”

It has been certified that this rule does not contain a Federal mandate that may result in the
expenditure by State, local and tribal governments, in aggregate, or by the private sector, of $100

million or more in any one year.

96, “Regulatory Flexibility Act” (5 U.S.C. 601)

The Regulatory Flexibility Act (RFA) requires each Federal agency prepare, and make available for
public comment, a regulatory flexibility analysis when the agency issues a regulation which would
have a significant impact on a substantial number of small entities. This proposed rule will not
significantly affect a substantial number of small entities for purposes of the RFA.

96, “Paperwork Reduction Act” (44 U.S.C. Chapter 35)

This rule will not impose significant additional information collection tequirements on the public
under the Paperwork Reduction Act of 1995 (44 U.S.C. 3501-3511). Existing information collection
requirements of the TRICARE and Medicare programs will be utilized.

http://www.federalregister.gov/articles/2009/08/3 1/E9-20683/tricare-off-label-uses-of-devi... 12/1/2011
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Executive Order 13132, “Federalism”

This proposed rule has been examined for its impact under E.O. 13132 and it does not contain
policies that have federalism implications that would have substantial direct effects on the States, on
the relationship between the national government and the States, or on the distribution of power
and responsibilities among the various levels of government; therefore, consultation with State and

local officials is not required.

List of Subjects in 32 CFR Part 199

Claims, dental health, health care, health insurance, individuals with disabilities, Military personnel.

Accordingly, F rt 199 is proposed to be amended as follows:

PART 199—[AMENDED]

1. The authority citation for 32 CFR part 199 continues to read as follows:

Authority:

5 U.S.C. 301; 10 US.C. chapter 55.

2. Section 199.2(b) is amended by removing the definition of Unlabeled or Off-Label Drugs and
adding a new definition of Off-Label Use of a Drug or Device in alphabetical otder to read as

follows:

§ 199.2 Definitions.

k k k ok ok

X ok ok ok ok

Off-Label Use of a Drug or Device. A use other than an intended use for which the drug or device
is legally marketed under the Federal Food, Drug, and Cosmetic Act. This includes any use that is
not included in the approved labeling for an approved drug or approved device; any use that is not
included in the cleared statement of intended use for a device that has been determined by the Food
and Drug Administration (FDA) to be substantially equivalent to a legally marketed predicate device
and cleared for marketing; and any use of a device for which a manufacturer or distributor would be
required to seek pre-market review by the FDA in order to legally include that use in the device's
labeling.

http://www.federalregister.gov/articles/2009/08/3 1/E9-20683/tricare-off-label-uses-of-devi... 12/1/2011
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X ok ok ok Xk

3. Section 199.4 is amended by revising the third paragraph of the Note to paragraph (g)(15)(i)(A),
and removing paragraph (g)(15)(iv) as follows:

§ 199.4 Basic program benefits.

3k ok ok ok

(g)***

(15)***
(i)***

(A)***

Note:

* ¥ * CHAMPUS will consider coverage of off-label uses of drugs and devices that meet the
definition of Off-Label Use of a Drug or Device in Section 199.2(b). Approval for reimbursement
of off-label uses requires review for medical necessity, and also requires demonstrations from reliable
evidence, as defined in § 199.2, that the off-label use of the drug or device is safe, effective and in

accordance with nationally accepted standards of practice in the medical community.
koK ok ok %

Dated: August 21, 2009.

Patricia L. Toppings,

OSD Federal Register Liaison Officer, Department of Defense.

[FR Doc. E9-20683 Filed 8-28-09; 8:45 am|

BILLING CODE 5001-06-P

Site Feedback
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PRELIMINARY DRAFT - NOT READY FOR INTRODUCTION

Analysis by the Legislative Reference Bureau

This is a preliminary draft. An analysis will be provided in a subsequent version
of this draft.

The people of the state of Wisconsin, represented in senate and assembly, do

enact as follows:
s
) / N

SECTION 1. 146.88 of the statutes is created to read:
146.88 Off-label use of a drug or device. (1) @Kln this section
and s. 146.885:

2 ¢5e 321(1)

(a) “Device” has the meaning given in\450.01 (6

~~" sx=«NotE: This definition i from the pharmacy exaﬁmemﬁ

~Jlet me know if this is inconsistent with your intent.

¢
(A) “Off-label use” means a use that is not an intended use for which a drug or

v
device is legally marketed under the federal Food, Drug, and Cosmetic Act, 21 USC
/

301 to 399a. @fff—liabel use” includes any ﬁé‘é‘vfsﬁé&4i§’”ﬁfiﬁ“i‘1‘itﬂ”ttded”iﬁ“tﬁé”é*pprové?f
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@ering for an approved drug or an approved device, any use that is not included in

the cleared statement of intended use for a ce that has been determined by the

federal food and drug administration-fo be substantially equivalent to a legally
marketed predicate device}n cleared for marketing, and any use of a device for
which the manufactpré or distributor would be required to seek pre-market review

by the federal food and drug administration in order to legally include that use in the

device’s labeling.

o ”****NOTE Icopled this deﬁmtlon fmm;p proposedfederal rule (curren :
/ rule stage) that describes off-label use for the purpos of military health i insurance «
- coverage. The federal Department of c d-the-proposed rule to revise this
_ definition to be consistent with the reguls ory framework of the Food, Drug, and
"“\Cosmetlc Act. Please let me kno is definition is inconsistent with your intent.

()

. Vv
@@ “Practitioner” has the meaning given in s. 450.01 (17).

+**NOTE: This is the definition from the pharmacy examining board chapter. It
means “a person licensed in this state to prescribe and administer drugs or licensed in
another state and recognized by this state as a person authorized to prescribe and
administer drugs.” Please confirm that this definition covers who you described as a
“physician (or other prescriber).”

(2) INFORMATIONAL MATERIALS. (a) The department shall prepare informational
materials that provide an explanation of off-label use and an explanation of uses
that may be legally marketed under the federal Food, Drug, and Cosmetic/Act, 21
USC 301 to 399a/.

*++*NOTE: This paragraph requires the information materials to explain uses that
may be legally marketed under the Food, Drug, and Cosmetic Act for purposes of
comparison. Please let me know if this is mconsmtent with your intent.

(b) The /(materlals prepared under par. (a) &hall be made available to
practltloners and to the public on the department S mternet site. Upon the request

wi@mmlbs\'\milp o1 d N !
of a practitioner, thefmaterials under par.(a)

to the practitioner in

printed form.




\/s\“ V
2011 - 2012 Legislatur Q&J LRE;?{OGM

........

: SECTION 1
o shadll mede to P:Whmers anl
T 4 ’—«’Q-t‘
@ (c) Thefnaterials undef par. (a) €hall be made available'éo the public no later
2 than the first day of the (§th month beginning after the effective date of this

| é/’/\‘ “nre
@ paragrap}a._" RB inserts dateo. E ] P 5‘],", brackety
-3 \_—./_/"“Y

***NOTE: This provision is from the bill you provided as a sample. Please let me
know if 6 months is not an appropriate time frame for this bill.

v
4 (d) The department shall periodically review the materials under par. (a) and
5 shall exercise reasonable diligence in providing materials that are accurate and
6 current. (b) 4o
= g ,oF
CY// (3) NOTIFICATION FF-LABEL USE. (a) Except as provided in pars. (d),
8 a practitioner may not prescribe a drug or device to a patient for an off-label use or
9 use a drug or device in the course of treating a patient in a manner that is an off-label

10 use unless the practitioner does all of the following:

**NOTE: Are there people other than practitioners who may use the drugor device
in a manner that is an off-label use that should be included in this prohibition?

11 1. Informs the patient that the drug or device is being prescribed for or used
12 in a manner that constitutes an off-label use. |
13 2. Prévides the patient with the information prepared by the department under
14 sub./(2). |
15 3. Obtains a written certification signed by the patient that states that the
o (@ _(owbdiB lo angt 2.

patient received the information requiredﬁ@‘;hg pracj;itioner shall put
17 the signed written certification in the patient’s medical réco?d. T
18 (b) If a patient is incapacitated, a practitioner may provide the information
19 required under par./(a) to a person acting on behalf of the patient and the person
20 acting on behalf of the patient may sign the written certification that is required

undergpar. (a) 3.
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check f,fa,owj SECTION 1
LP5

(c) A practitioner may prescribe a:drug or device to a patient for an off-label
use or use a drug or device in the course of treating a patjent in a mann that is an
L Py W) 3. o (h)

okt
off-label use if there is a written certiﬁcation[ n the patient’s medical record related

%
2
™

3

4 to the drug or device that was signed no more than 2 years before the date of the
J— ’f o /5{ [~Sared > e £y "2(:! L. < M,a’t
@ proposed prescription or use. e S Caf U4y e o ST
A

,'_;f,u;?&g}g,*f,.ﬁ,?“?"""" PR é}{/{éﬂﬁf&-’ g #
o . . 10 s ge ot fedesl PRFIgaT 18 é’ﬁmfftw o 3‘7(“""
»»+NOTE: This ties the certification to{specific drug or device rather than to thé ve . f e
off-label use. This means that a practitioner does not™\kave to do another disclosure to ped—‘ et etane;
prescribe or use a drug or device for a new off-label use.} Is this consistent with your {o g

b /s‘,
N intent? | s checls ‘”_‘3 tnlag ke
@ (d) A practitioner may prescribe a’ﬁrug or device to a patient for an off-label
7 use or use a drug or device in the course of treating a patient in a manner that is an
8 off-label use in an emergency.

«~NOTE: There is currently no express penalty pfovision included in this draft.
This means that the general default penalty for statyes without an express penalty
/( applies, which is a $200 forfeiture. Please let me know if this is consistent with your
intent. You may also wish to consider whether a violation of this section should be
considered unprofessional conduct for purposes of licensing under ch. 448. ./

9 SECTION 2. 146.885 of the statutes is created to read:
10 146.885 Financial interest in drug or.device. (1) (a) Except as provided
N v oLdevyel
@ in sub. (2), before prescribing a drugﬁo a patient or using a drug or device in the

12 course of treating a patient, a practitioner shall disclose to the patient, or if the
13 patient is incapacitated, a person acting on behalf of the patient, any financial
14 interest the practitioner has in the drug or device, including any financial interest
15 the practitioner has in the company that produces or markets the drug or device. A
16 financial interest in a drug or device includes the receipt of any remuneration,
17 including any kickgack, bribe, or rebate, directly or indirectly, in cash or in kind, for
18 rescribing or using the drug or device.

'
(b) If a practitioner makes a disclosure under par. (a), the practitioner shall

obtain a written certification signed by the patient or, if the patient is incapacitated

] . de,v :ce
m;"NOTCZ Yol &.‘g’mw»oﬂ R ﬂ%m M &PW
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1 a person acting on behalf of the patient, that states that a disclosure was made under
2 this section. The practitioner shall put the signed written certification in the
3 patient’s medical record.
++«NOTE: As drafted,this requires a written certification only if the practitioner has
X something to disclose. Additionally, this does not require that the written certification

include a description of the financial interest that was disclosed. Is this consistent with
your intent?

(2) (a) A practitioner may prescribe or use a drug or device without disclosing
to the patient the practitioner’s financial interest in the drug or device in an

emergency.

(b) If a practitioner made g/disclosure to a i)atient related to a specific drui g{'

Wi

device within the previous twq years, as evidenced by a written certiﬁcation‘i-r‘f the Suls ()

patient’s medical record, and the practitioner’s financial interest in that specific drugS“ B2

© 0 9 O Ot b

10 or device has not significantly increased since the written certification was obtained,
i br ﬂg fhat-
01 dé"f C&
/74, hent-
«+NOTE: Essentially, this means a written certification is good for two years or
until the practitioner’s financial interest in the drug or device that is being prescribed or
used substantially increases. Is this consistent with your intent? Y %

b/ e
11 the practitioner is not required to comply with sub. (1 [ $§g 18 i,

12 (c) A practitioner is not required to disclose inancial interests that

13 are usual and customary in the medical industry.

+=NOTE: It would be useful if you could deseribe sonmie examples of what you do
want to be exempted from the disclosure requirement ,and what you intend to be
disclosed. The definition of what is “usual and customary” in the context of the medical
industry (and pharmaceutical marketing) may very well be the type of financial interest
that you intend to be disclosed to a patient. For purpo! es of this draft, I narrowed prkl "“‘«/
ﬁ exclusion for “usual and customary” financial interests{those that are an
attempt to require the disclosure of practices that may be usual and customary but may
have an impact on a practitioner’s use of a drug or device.

(END)
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INS 1-5
. //(
1 (b) “Drug” has the meaning given in 21 USC 321 (g).
2 (¢) “Incapacitated” has the meaning given in s. 50.06 (1). v .
END INS 1-5

INs 2-7
3 (e) “Person acting on behalf of a patient” means a guardian of the person, as
4 defined in s. 54.01 (12), or a health care agent, as defined in s. 155.01 (4). \/\/

*++NOTE: Please let me know if this definition is not consistent with your intent
regarding who may sign a certification on behalf of an incapacitated patient.

END INS 2-7

Ins 5-14 %

5 SEcTION 1. Initial applicability.
6 (1) NOTIFICATION OF OFF-LABEL USE. The treatpaént of section 146.88 of the
7 statutes first applies to drugs and devices that age used in treating a patient or
8 prescribed to a patient on the effective date of Section 146.88 (3) of the statuteg.b
9 (2) FINANCIAL INTERESTS. The treatment of section 146.885 of the statutes first
10 applies to drugs and devices that are used in treating a patient or prescribed to a
_ 11 patient on the effective date of this subsection.
;:arl‘fmﬁfﬁ‘\ SEcTION 2. Effective dat; % his acd Yadees f e on the day qﬁfgr .PUL‘)\‘Ca‘f'“b')}A
; except as llsws:
13 (1) NOTIFICATION OF OFF-LABEL USE. The’creation of section 146.88 (3) of the

—
o

14 / statutég takeafeact on the first day of the h month beginning after publication.

=+ NOTE: This delayed effective date is to accommodate the fact that DHS has up
to 6 months to create and distribute the information that a prescriber must provide to a
patient before prescribing or using a drug or device for an off-label use.
m
shpmesh
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TITLE 42. THE PUBLIC HEALTH AND WELFARE
CHAPTER 7. SOCIAL SECURITY ACT
TITLE XI. GENERAL PROVISIONS, PEER REVIEW, AND ADMINISTRATIVE SIMPLIFICATION
PART A. GENERAL PROVISIONS

Go to the United States Code Service Archive Directory
42 USCS § 1320a-7h
§ 1320a-7h. Transparency reports and reporting of physician ownership or investment interests

(a) Transparency reports.
(1) Payments or other transfers of value.

(A) In general. On March 31, 2013, and on the 90th day of each calendar year beginning thereafter, any applicable
manufacturer that provides a payment or other transfer of value to a covered recipient (or to an entity or individual at the
request of or designated on behalf of a covered recipient), shall submit to the Secretary, in such electronic form as the
Secretary shall require, the following information with respect to the preceding calendar year:

(i) The name of the covered recipient.
(ii) The business address of the covered recipient and, in the case of a covered recipient who is a physician, the
specialty and National Provider Identifier of the covered recipient.
(iii) The amount of the payment or other transfer of value.
(iv) The dates on which the payment or other transfer of value was provided to the covered recipient.
(v) A description of the form of the payment or other transfer of value, indicated (as appropriate for all that apply)
as--
(D) cash or a cash equivalent;
(II) in-kind items or services;
(11I) stock, a stock option, or any other ownership interest, dividend, profit, or other return on investment; or
(IV) any other form of payment or other transfer of value (as defined by the Secretary).
(vi) A description of the nature of the payment or other transfer of value, indicated (as appropriate for all that ap-
ply) as--
(D) consulting fees;
(II) compensation for services other than consulting;
(III) honoraria;
av) gift;
(V) entertainment;
(V1) food;
(V1) travel (including the specified destinations);
(VIII) education;
(IX) research;
(X) charitable contribution;
(XI) royalty or license;
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(X1I) current or prospective ownership or investment interest;
(XIII) direct compensation for serving as faculty or as a speaker for a medical education program;
(X1V) grant; or
(XV) any other nature of the payment or other transfer of value (as defined by the Secretary).
(vii) If the payment or other transfer of value is related to marketing, education, or research specific to a covered
drug, device, biological, or medical supply, the name of that covered drug, device, biological, or medical supply.
(viii) Any other categories of information regarding the payment or other transfer of value the Secretary deter-
mines appropriate.

(B) Special rule for certain payments or other transfers of value. In the case where an applicable manufacturer pro-
vides a payment or other transfer of value to an entity or individual at the request of or designated on behalf of a cov-
ered recipient, the applicable manufacturer shall disclose that payment or other transfer of value under the name of the
covered recipient.

(2) Physician ownership. In addition to the requirement under paragraph (1)(A), on March 31, 2013, and on the 90th
day of each calendar year beginning thereafter, any applicable manufacturer or applicable group purchasing organiza-
tion shall submit to the Secretary, in such electronic form as the Secretary shall require, the following information re-
garding any ownership or investment interest (other than an ownership or investment interest in a publicly traded secu-
rity and mutual fund, as described in section 1877(c) [42 USCS § 1395nn)) held by a physician (or an immediate family
member of such physician (as defined for purposes of section 1877(a) [42 USCS § 1395nn(a)])) in the applicable manu-
facturer or applicable group purchasing organization during the preceding year:

(A) The dollar amount invested by each physician holding such an ownership or investment interest.

(B) The value and terms of each such ownership or investment interest.

(C) Any payment or other transfer of value provided to a physician holding such an ownership or investment interest
(or to an entity or individual at the request of or designated on behalf of a physician holding such an ownership or in-
vestment interest), including the information described in clauses (i) through (viii) of paragraph (1)(A), except that in
applying such clauses, "physician” shall be substituted for "covered recipient" each place it appears.

(D) Any other information regarding the ownership or investment interest the Secretary determines appropriate.

(b) Penalties for noncompliance.
(1) Failure to report.

(A) In general. Subject to subparagraph (B) except as provided in paragraph (2), any applicable manufacturer or
applicable group purchasing organization that fails to submit information required under subsection (a) in a timely man-
ner in accordance with rules or regulations promulgated to carry out such subsection, shall be subject to a civil money
penalty of not less than $ 1,000, but not more than $ 10,000, for each payment or other transfer of value or ownership or
investment interest not reported as required under such subsection. Such penalty shall be imposed and collected in the
same manner as civil money penalties under subsection (a) of section 1128A [42 USCS § 1320a-7a} are imposed and
collected under that section.

(B) Limitation. The total amount of civil money penalties imposed under subparagraph (A) with respect to each an-
nual submission of information under subsection (a) by an applicable manufacturer or applicable group purchasing or-
ganization shall not exceed $ 150,000.

(2) Knowing failure to report.

(A) In general. Subject to subparagraph (B), any applicable manufacturer or applicable group purchasing organiza-
tion that knowingly fails to submit information required under subsection (a) in a timely manner in accordance with
rules or regulations promulgated to carry out such subsection, shall be subject to a civil money penalty of not less than $
10,000, but not more than $ 100,000, for each payment or other transfer of value or ownership or investment interest not
reported as required under such subsection. Such penalty shall be imposed and collected in the same manner as civil
money penalties under subsection (a) of section 1128A [42 USCS § 1320a-7a] are imposed and collected under that
section.

(B) Limitation. The total amount of civil money penalties imposed under subparagraph (A) with respect to each an-
nual submission of information under subsection (a) by an applicable manufacturer or applicable group purchasing or-
ganization shall not exceed $ 1,000,000.

(3) Use of funds. Funds collected by the Secretary as a result of the imposition of a civil money penalty under this
subsection shall be used to carry out this section.

(c) Procedures for submission of information and public availability.
(1) In general.
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(A) Establishment. Not later than October 1, 2011, the Secretary shall establish procedures-—-

(i) for applicable manufacturers and applicable group purchasing organizations to submit information to the Secre-
. tary under subsection (a); and

(ii) for the Secretary to make such information submitted available to the public.

(B) Definition of terms. The procedures established under subparagraph (A) shall provide for the definition of terms
(other than those terms defined in subsection (e)), as appropriate, for purposes of this section.

(C) Public availability. Except as provided in subparagraph (E), the procedures established under subparagraph
(A)(ii) shall ensure that, not later than September 30, 2013, and on June 30 of each calendar year beginning thereafter,
the information submitted under subsection (a) with respect to the preceding calendar year is made available through an
Internet website that--

(i) is searchable and is in a format that is clear and understandable;

(ii) contains information that is presented by the name of the applicable manufacturer or applicable group purchas-
ing organization, the name of the covered recipient, the business address of the covered recipient, the specialty of the
covered recipient, the value of the payment or other transfer of value, the date on which the payment or other transfer of
value was provided to the covered recipient, the form of the payment or other transfer of value, indicated (as appropri-
ate) under subsection (a)(1)(A)(v), the nature of the payment or other transfer of value, indicated (as appropriate) under
subsection (a)(1)(A)(vi), and the name of the covered drug, device, biological, or medical supply, as applicable;

(iii) contains information that is able to be easily aggregated and downloaded;

(iv) contains a description of any enforcement actions taken to carry out this section, including any penalties im-
posed under subsection (b), during the preceding year;

(v) contains background information on industry-physician relationships;

(vi) in the case of information submitted with respect to a payment or other transfer of value described in subpara-
graph (E)(i), lists such information separately from the other information submitted under subsection (a) and designates
such separately listed information as funding for clinical research;

(vii) contains any other information the Secretary determines would be helpful to the average consumer;

(viii) does not contain the National Provider Identifier of the covered recipient, and

(ix) subject to subparagraph (D), provides the applicable manufacturer, applicable group purchasing organization,
or covered recipient an opportunity to review and submit corrections to the information submitted with respect to the
applicable manufacturer, applicable group purchasing organization, or covered recipient, respectively, for a period of
not less than 45 days prior to such information being made available to the public.

(D) Clarification of time period for review and corrections. In no case may the 45-day period for review and sub-
mission of corrections to information under subparagraph (C)(ix) prevent such information from being made available
to the public in accordance with the dates described in the matter preceding clause (i) in subparagraph (C).

(E) Delayed publication for payments made pursuant to product research or development agreements and clinical
investigations.

(i) In general. In the case of information submitted under subsection (a) with respect to a payment or other transfer
of value made to a covered recipient by an applicable manufacturer pursuant to a product research or development
agreement for services furnished in connection with research on a potential new medical technology or a new applica-
tion of an existing medical technology or the development of a new drug, device, biological, or medical supply, or by an
applicable manufacturer in connection with a clinical investigation regarding a new drug, device, biological, or medical
supply, the procedures established under subparagraph (A)(ii) shall provide that such information is made available to
the public on the first date described in the matter preceding clause (i) in subparagraph (C) after the earlier of the fol-
lowing;:

(I) The date of the approval or clearance of the covered drug, device, biological, or medical supply by the Food
and Drug Administration.
(II) Four calendar years after the date such payment or other transfer of value was made.

(ii) Confidentiality of information prior to publication. Information described in clause (i) shall be considered con-
fidential and shall not be subject to disclosure under section 552 of title 5, United States Code, or any other similar Fed-
eral, State, or local law, until on or after the date on which the information is made available to the public under such
clause.

(2) Consultation. In establishing the procedures under paragraph (1), the Secretary shall consult with the Inspector
General of the Department of Health and Human Services, affected industry, consumers, consumer advocates, and other
interested parties in order to ensure that the information made available to the public under such paragraph is presented
in the appropriate overall context.
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(d) Annual reports and relation to State laws.

(1) Annual report to Congress. Not later than April | of each year beginning with 2013, the Secretary shall submit to
Congress a report that includes the following: :

(A) The information submitted under subsection (a) during the preceding year, aggregated for each applicable
manufacturer and applicable group purchasing organization that submitted such information during such year (except, in
the case of information submitted with respect to a payment or other transfer of value described in subsection
()1 )E)(), such information shall be included in the first report submitted to Congress after the date on which such
information is made available to the public under such subsection).

(B) A description of any enforcement actions taken to carry out this section, including any penalties imposed under
subsection (b), during the preceding year.

(2) Annual reports to States. Not later than September 30, 2013 and on June 30 of each calendar year thereafter, the
Secretary shall submit to States a report that includes a summary of the information submitted under subsection (a) dur-
ing the preceding year with respect to covered recipients in the State (except, in the case of information submitted with
respect to a payment or other transfer of value described in subsection (c)(1)(E)(i), such information shall be included in
the first report submitted to States after the date on which such information is made available to the public under such
subsection).

(3) Relation to State laws.

(A) In general. In the case of a payment or other transfer of value provided by an applicable manufacturer that is
received by a covered recipient (as defined in subsection (e)) on or after January 1, 2012, subject to subparagraph (B),
the provisions of this section shall preempt any statute or regulation of a State or of a political subdivision of a State that
requires an applicable manufacturer (as so defined) to disclose or report, in any format, the type of information (as de-
scribed in subsection (a)) regarding such payment or other transfer of value.

(B) No preemption of additional requirements. Subparagraph (A) shall not preempt any statute or regulation of a
State or of a political subdivision of a State that requires the disclosure or reporting of information--

(i) not of the type required to be disclosed or reported under this section;

(ii) described in subsection (e)(10)(B), except in the case of information described in clause (i) of such subsection;

(iii) by any person or entity other than an applicable manufacturer (as so defined) or a covered recipient (as de-
fined in subsection (e)); or

(iv) to a Federal, State, or local governmental agency for public health surveillance, investigation, or other public
health purposes or health oversight purposes.

(C) Nothing in subparagraph (A) shall be construed to limit the discovery or admissibility of information described
in such subparagraph in a criminal, civil, or administrative proceeding.

(4) Consultation. The Secretary shall consult with the Inspector General of the Department of Health and Human Ser-
vices on the implementation of this section.

(e) Definitions. In this section:

(1) Applicable group purchasing organization. The term "applicable group purchasing organization" means a group
purchasing organization (as defined by the Secretary) that purchases, arranges for, or negotiates the purchase of a cov-
ered drug, device, biological, or medical supply which is operating in the United States, or in a territory, possession, or
commonwealth of the United States. ;

(2) Applicable manufacturer. The term "applicable manufacturer”" means a manufacturer of a covered drug, device,
biological, or medical supply which is operating in the United States, or in a territory, possession, or commonwealth of
the United States. ’

(3) Clinical investigation. The term "clinical investigation" means any experiment involving 1 or more human sub-
Jects, or materials derived from human subjects, in which a drug or device is administered, dispensed, or used.

(4) Covered device. The term "covered device" means any device for which payment is available under title XVIII [42
USCS §§ 1395 et seq.] or a State plan under title XIX or XXI [42 USCS §§ 1396 et seq. or 1397aa et seq.] (or a waiver
of such a plan).

(5) Covered drug, device, biological, or medical supply. The term "covered drug, device, biological, or medical sup-
ply" means any drug, biological product, device, or medical supply for which payment is available under title XVIII or a
State plan under title XIX or XXI [42 USCS §§ 1396 et seq. or 1397aa et seq.] (or a waiver of such a plan).

(6) Covered recipient.

(A) In general. Except as provided in subparagraph (B), the term "covered recipient" means the following:
(i) A physician.
(ii) A teaching hospital.
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(B) Exclusion. Such term does not include a physician who is an employee of the applicable manufacturer that is
required to submit information under subsection (a).

(7) Employee. The term "employee" has the meaning given such term in section 1877(h)(2) [42 USCS §
1395nn(h)(2)].

(8) Knowingly. The term "knowingly" has the meaning given such term in section 3 729(b) of title 31, United States
Code.

(9) Manufacturer of a covered drug, device, biological, or medical supply. The term "manufacturer of a covered drug,
device, biological, or medical supply" means any entity which is engaged in the production, preparation, propagation,
compounding, or conversion of a covered drug, device, biological, or medical supply (or any entity under common
ownership with such entity which provides assistance or support to such entity with respect to the production, prepara-
tion, propagation, compounding, conversion, marketing, promotion, sale, or distribution of a covered drug, device, bio-
logical, or medical supply).

(10) Payment or other transfer of value.

(A) In general. The term "payment or other transfer of value" means a transfer of anything of value. Such term does
not include a transfer of anything of value that is made indirectly to a covered recipient through a third party in connec-
tion with an activity or service in the case where the applicable manufacturer is unaware of the identity of the covered
recipient.

(B) Exclusions. An applicable manufacturer shall not be required to submit information under subsection (a) with
respect to the following:

(i) A transfer of anything the value of which is less than $ 10, unless the aggregate amount transferred to, re-
quested by, or designated on behalf of the covered recipient by the applicable manufacturer during the calendar year
exceeds $ 100. For calendar years after 2012, the dollar amounts specified in the preceding sentence shall be increased
by the same percentage as the percentage increase in the consumer price index for all urban consumers (all items; U.S.
city average) for the 12-month period ending with June of the previous year.

(ii) Product samples that are not intended to be sold and are intended for patient use.

(iii) Educational materials that directly benefit patients or are intended for patient use.

(iv) The loan of a covered device for a short-term trial period, not to exceed 90 days, to permit evaluation of the
covered device by the covered recipient.

(v) Items or services provided under a contractual warranty, including the replacement of a covered device, where
the terms of the warranty are set forth in the purchase or lease agreement for the covered device.

(vi) A transfer of anything of value to a covered recipient when the covered recipient is a patient and not acting in
the professional capacity of a covered recipient.

(vii) Discounts (including rebates).

(viii) In-kind items used for the provision of charity care.

(ix) A dividend or other profit distribution from, or ownership or investment interest in, a publicly traded security
and mutual fund (as described in section 1877(c) [42 USCS § 1395nn(c))).

(x) In the case of an applicable manufacturer who offers a self-insured plan, payments for the provision of health
care to employees under the plan.

(xi) In the case of a covered recipient who is a licensed non-medical professional, a transfer of anything of value
to the covered recipient if the transfer is payment solely for the non-medical professional services of such licensed non-
medical professional.

(xii) In the case of a covered recipient who is a physician, a transfer of anything of value to the covered recipient if
the transfer is payment solely for the services of the covered recipient with respect to a civil or criminal action or an
administrative proceeding.

(11) Physician. The term "physician" has the meaning given that term in section 1861(x) [42 USCS § 1395x()].

HISTORY:
(Aug. 14, 1935, ch 531, Title XI, Part A, § 1128G, as added March 23, 2010, P.L. 111-148, Title VI, Subtitle A, §
6002, 124 Stat. 689.)
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This is a preliminary draft. An analysis will be provided in a subsequent version
of this draft.

The people of the state of Wisconsin, represented in senate and assembly, do
enact as follows:

- S e

3 f/f SECTION 1. 146.88 of the statutes is created to read:

4 f/ 146.88 Off-label use of a drug or device. (1) DerinITIONS. In this secfif;ﬁ '''' ‘ )
5 ~ands. 146.885: [ -
6 | (a) “De;;;‘has the meaning given in 21 USC 321 (h).

7 (b) “Drug” has the meaning given in 21 USC 321 (gV)

8 "‘”2‘”\;»%

iéilncapac1tated” has the meaning given in's. 50.06 (1).

o
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SEcTION 1

@ @ “Off-label use” means a use that is not an intended use for which a drug or
2 device is legally marketed under the federal F ood, Drug, and Cosmetic Act, 21 USC
3 301 to 3994‘/ 4
4 //" 444 é ) """" “Person actmg on behélf of a patient” means a guardian of the person, as
5 f defined in s. 54.01 (12), or a health care agent, as defined in s. 155 01 (4).

**=*NOTE: Please let me know if this definition is not consistent with your intent
regarding who may sign a certification on behalf of an incapacitated patient.

6 () “Practitioner” has the meaning given in s. 450.01 (17).

*+*NOTE: This is the definition from the pharmacy examining board chapter. It
means “a person licensed in this state to prescribe and administer drugs or licensed in
another state and recognized by this state as a person authorized to prescribe and
administer drugs.” Please confirm that this definition covers who you described as a

\\ “physician (or other prescriber).” S "
N B )
, L e S
7 / (2) INFORMATIONAL MAT(ERIALS. (@ The department shall | prépare informational
/
8 materials that provxde an explanation of off—label use’ and an explanation of uses /

, /
9  that may Eg/legally marketed under the federal Food Drug and Cosmetic Act, 21

10 USC 3010399,

/ «+*NOTE: This paragraphx‘eqmres the information materials to explain uses that /
/ may be legally marketed L;ntfer the Food, Drug, and Cosmetic Act for purposes of
N comparison. Please let me ‘know if this is inconsistent with your intent.

e

A AR e

11 (b) The depar,sment shall make the materials prepared undep par ( ) available
12 | to pracmtmneps and to the public on the department’s Interrf/ t 31te Upon the request

13 of a prg,etltloner the department shall provide. the rnatenals under par. (a) to the

14 i/;)}aég;zloner in printed form. P /”/ g
15 () The department shagxmake the materials under par. (a) available to f
16 practitioners and to the pl}bh‘cf;m later than the first day of the 7th month beginning |
17 after the effective dgté of this paragraph .... [LRB inserts date]. j

/
/

+NOTE: This provision is from the bill you provided as a sample. Please let me /
know if 6 months is not an appropriate time frame for this bill.
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SECTION 1
/”A 7 w‘z
1 (d) The department sha{’f perlodlcally rewew the materials under par. (a) and
2 shall exercise reasonafﬁe diligence in prov1d1ng materials that are accurate and
3 current. ’A
4 (3) XNOTIFICATION OF OFFwLABE}s"JfUSE. (a) Except as provided in pars. (b) to (d),

5 a practitioner may not prescribg’% drug or device to a patient for an off-label use or
f/x . . .
6 //use a drug or device in the codrse of treating a patient in a manner that is an off-label
7

use unless the practitionéf does all of the following:
e wm”"“m

**+NOTE: Are’ there people other than practitioners who ma the drug or dewc;/

in a manner that i is an off-label use that should be mwn this prohibition?
/

/ - /
1. Informs‘ the patient that the drug /9/ evice is being prescribed fgr or used

ina manner’ihat constitutes an off— )aﬁel use. f"’f

’;f

/ e
2. }?rov1des the patient vpth the information prepared by the department under

/

o

sub. (2) /

/ ‘3. Obtains a Wntten certification signed by the patlent that states that the
f ,f ‘,

p’anent recel\;ed the information required under su‘bds 1. and 2. The practitioner
/
shall put/the signed written certification in the] patlent s medical record.
If a patient is incapacitated, a Bféctitioner may provide the information

7
required under par. (a) to a person ag:fng on behalf of the patient and the person

17 acting on behalf of the patient m’@f sign the written certification that is required
7 e o
18 under par. (a) 3. o
,{"j . f./ g
19 (c) A practitioner majyf)rescribe a drug or device tg.a patient for an off-label
7 // d
20 use or use a drug or devic{g’i in the course of treati}‘ng’é patient in a manner that is an
/ o
21 off—label use if there is é written certificatidh obtained under sub. (3) (a) 3. or (b) in
! i’ -
22 Ithe patient’s medical f‘ecord relategifto the drug or device that was signed no more
23 than 2 years before the date of the proposed prescription or use.

y

S
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i

"Min“’fhe course of treating a patient, a practitioner shall disclose to the patient, or if
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SEcTION 1

+==*NOTE: Thisfies the certification to the specific drug or device rather than to the

off-label use,-This means that a practitioner does not have to do another disclosure to

prescribe-of use a drug or device for a new off-label use. As drafted, a certification signed

by a pérson acting on behalf of an incapacitated patient is effective for 2 years even if the
ient ceases to be ingdpacitated. Is this consistent with your intent?

d

use or use a drug.or device in the course of treating a patiént in a manner that is an
-

-~ £
off-label use i an emergency. // /

P S
Xpress penalty provision in¢luded in this draft.
t penalty for statutes without an express penalty
app)’{es, which is a $200 forfejetre. Please let me know if this‘is consistent with your
ingent. You may also wish'to consider whether a violationof this section should be

ﬁénsidered unprofessiopdl conduct for purposes of Iicensir}g’funder ch. 448.

£

,f/ SECTION 2. 146.885 of the statutes is create;d’xto read:
rj o . ,f

A y
_ 146.8&5/i?inancial interest in drug qr’fdevice. (1) (&) Except as provided
/ f// J{/
!// in sub,{2), before prescribing a drug or device to a patient or using a drug or device

s

the patient is incapacitated, a persdh acting on behalf of the patient, any financial
g
/
interest the practitioner has inthe drug or device, including any financial interest

the practitioner has in the company that produces or markets the drug-erdévice. A
/ /
&

financial interest in a dx’l/lg or device includes the recejpt”of any remunération,

including any kickback/ bribe, or rebate, direy ndirectly, in cash 0;/in kind, for
/ ,

H
H

s . . ,
prescribing or usmg/'the drug or device. .~
/ )

A

«++*NOTE: /Should a financial intefest in a drug or device also include a payment for
evaluating the ﬁrug or device?

o

P
(b) Ifa pr!ctitioner makes a disclosure under par. (a), the practitioner shall
~
obtain a writte gzyt‘ffcation signed by the patient or, if the patient is incapacitq;eff}
/ J

a person acting on behalf of the patient, that states that a disclosure was made undér

o
o

|
{ this section. The practitioner shall put the signed written »certiﬁ(:/ation in fhe

patient’s medical record. -

Mﬁvwﬁwww—“‘""x
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/,Q/ SECTION 2

=+NOTE: As drafted, this requires a written certification only if the practitioner
has something to disclose. = Additionally, this does not require that the written
certification include a description of the financial interest that was disclosed. Is this ,
!

consistent with your intent?
(2) (a) A practitionefmay prescribe or use a drug or device without disclosing

I3
M

to the “Iiatient the prqéiitioner’s financial interest in the drug or device in an

emergency
(b) Ifa practmoner made a disclosure to a patlent related toa specific drug or

device within the prevmus 2 years, as evidenced by«ﬁ wrltten cevnflcatlon obtained
under sub. (2) (b) in the patient’s med1cal record and the practltmners financial
interest in that specific drug or dev1ce ﬁas not s1gn1f1cantiy increased since the
written certlﬁcatlon was obtame;}”“ the practitioner is not requlred to comply with

sub. (1) when prescribing that spec1f1c drug or dev1ce to that patient.

/ x**NOTE: Essentlally, this means a written cert1ﬁcatlon is good for two years or
until the practitioner’s financial interest in the drug or device that is being prescribed or
used substantially i 1ncreases Is this consistent w1th your intent?

(c A practltloner is not required to d1sclose minimal financial interests that are

usual and customary in the medical mduStry

****NOTE It would be useful if you Could describe some examples of what you do
want fo be exempted from the disclosure requirement and what. “jou intend to be
diselosed. The definition of what is usual and customary” in thefcontext of the niedlcal
ﬁ'c/iustry and pharmaceutical mark‘etmg) may very well be the type of financial ﬁlterest
that you intend to be disclosed to‘a patient. For purposes’ of this draft, I narrgwed the
exclusion for “usual and customéry financial interests to those that are mm;ﬁlal in an
attempt to require the disclosure of practices that may be usual and customary but may

have an impact on a practltlcmer s use of a drug or device. /

e
e — T

—
_—

y:
7

SEcTION 3. Initial apphcablhty y

f

(1) NOTIFICATION OF OFF—-LABEL USE The treatment of sectlon 146.88 of the

statutes first applies to drugs aﬁd devices that are used m treatmg a patient or

f

s T T
— N

prescribed to a pat1ent éon tpe effective date of this subse’ction.
‘;x.“/ f;} ’F‘J

- 7
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/d/ SECTION 3

1 (2) FINANCIAL II:I}ERESTS g The treatment of section 146. 885 of the statutes first
2 applies to drug§ «é’né dev1ce§ that are used in treating- 4 | patlent or prescribed to a
3 patient on,thef effective dz;te of this subsection, -
P /

4 SECTION 4. Effeéjtlve dates. This a(;t" takes effect;fon the day after publication,
5 ,,excépt as follows: ; ’ 4 f‘f ,) B
6 (1 NOTIFICATION OF OFF- L,ABEL USE. The ereatlon of sectmn 146 88 (3)/of the
7 statutes and ECTION 3 (1) of thlS act take effict on the jifrst day of the 8141 month
8 beginning a,fter pubhcamon {f,{ f{

*g***NOTE T hlS delayed effective dafé is to accemmodate the fact that, DHS has up

to 6 menths 16 create and distribute the fnformagmn that a prescriber mu§i provide to a
patient before prescribing or using a drug or device for an off-label use. |

’ (END) N —
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SECTION 1. 448.31 of the statutes is created to read:

448.31 Informed consent; off-label uses of drugs and devices. (1) Inthis
section:
END INS 1-5

INS. 2-3

/
(2) (a) Except as provided in par. (b), a physician may not prescribe a drug or

device or use a drug or device in the course of treating a patient in a manner that
constitutes an off:label use unless the physician first obtains the patient’s informed
consent. A patient’s consent is informed for purposes of this subsection only if all of
the followin

1. The physician informs the patient that the manner in which the drug or
device is being prescribed or used is an off—label use.

2. The physician informs the patlentigs for which the drug or dev1ce may be
legally marketed under the federal Food, Drug, and cosmetlc Act 21 USC 301- 399a

(b) Paragraph (a) does not apply to an off-label use that the boa/rd determines,
by rule, is safe and effective.

SECTION 2. 448.32/ o;' the statutes is created to read:

448.32 Informed consent; financial disclosures. (1) In this sectio%\
“financial interest” means that the manufacturer of a drug or device provided a
payment or other transfer of value to a physician, as described under 42 USC

/

1320a-7h (a) (1) (A), and information about the payment or transfer of value is

I W - %
available to the public on an internet \gebAv.ite under 42 USC 1320a-7h (c) (1) (C).

«+++NOTE: The federal law applies to payments to covered recipients. Under federal
law, a covered recipient is a physician or a teaching hospital. Please let me know if you
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want the meaning of “financial interest” to include payments to a teaching hospital at
which the physician is either employed or under contract.

(2) Beginning on January 1, 2014, no physician may prescribe a drug or device
to a patient or use a drug or device in the course of treating a patient if the physician
has a financial interest in the drug or device unless the physician first obtains the
patient’s informed consent. For purposes of this subgection, a patient’s consent is
informed only if the physician provides the patient with information that is available
to the publicon an internet\é_v\/easite under 42 USC 1320a-7h (c) (1) (C)?:hat is related
to any payment or other tra;sfer of value that the manufacturer of the drug or device

provided to the physician.

=+*NOTE: Under federal law, informatio about pa#ments from manufacturers to
physicians mustbe available to the publicon an 1nteme Zsu:e no later than September
30, 2013. J

SECTION 3. 448.40 (2) (h) of the statutes is created to read:
448.40 (2) (h) Establishing offZlabel usesthat are medically safe and effective.

END INS. 2-3
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PRELIMINARY DRAFT - NoT READY FOR INTRODUCTION

1 AN ACT to créate 448.31, 448.32 and 448.40 (2) (h) of the statutes; relating to:

2 obtaifing informed consent for the prescription and use of drugs and devices

3 and granting rule-making authority.

A’P"%"’» E 4t S ’ Analysis by the Legislative Reference Bureau ,
) ﬁhis 1s a preliminary draft. An analysis will be provided in a subsequent version/‘;

of this draft. ' —

——
e e e
[

The people of the state of Wisconsin, represented in senate and assembly, do
NS, enact as follows:

4 SECTION 1. 448.31 of the statutes is created to read:

5 448.31 Informed consent; off-label uses of drugs and devices. (1) In this
6 section:

7 (a) “Device” has the meaning given in 21 USC 321 (h).

8 (b) “Drug” has the meaning given in 21 USC 321 (g).
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SECTION 1

(c) “Off-label use” means a use that is not an intended use for which a drug or
device is legally marketed under the federal Food, Drug, and Cosmetic Act, 21 USC
301 to 399d.

(2) (a) Except as provided in par. (b), a physician may not prescribe a drug or
device or use a drug or device in the course of treating a patient in a manner that
constitutes an off-label use unless the physician first obtains the patient’s informed
consent. A patient’s consent is informed for purposes of this subsection only if all of
the following occur:

1. The physician informs the patient that the manner in which the drug or
device is being prescribed or used is an off-label use.

2. The physician informs the patient of uses for which the drug or device may
be legally marketed under the federal Food, Drug, and Cosmetic Act, 21 USC
301-399a.

(b) Paragraph (a) does not apply to an off-label use that the board determines,
by rule, is safe and effective.

SECTION 2. 448.32 of the statutes is created to read:

448.32 Informed consent; financial disclosures. (1) In this section,
“financial interest” means that the manufacturer of a drug or device provided a
payment or other transfer of value to a physician, as described under 42 USC
1320a-7h (a) (1) (A), and information about the payment or transfer of value is
available to the public on an Internet Web site under 42 USC 1320a-7h (e) (1) (C).

,«w’”"‘zﬁﬂmz The federal law applies to payments to covered recipients. Under federal
/"‘ﬁw, a covered recipient is a physician or a teaching hospital. Please let me know if you
_ want the meaning of “financial interest” to include payments to a teaching W
ich the physician is either employed or under confract

(2) Beginning on January 1, 2014, no physician may prescribe a drug or device

to a patient or use a drug or device in the course of treating a patient if the physician
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SECTION 2

has a financial interest in the drug or device unless the physician first obtains the
patient’s informed consent. For purposes of this subsection, a patient’s consent is
informed only if the physician provides the patient with information that is available
to the public on an Internet Web site under 42 USC 1320a-7h (¢) (1) (C) that is related
to any payment or other transfer of value that the manufacturer of the drug or device

provided to the physician.

***NOTE: Under federal-law, infoririation about payments from manulacturers toS
' _physicians ‘must be available to the public on an Internet Web site no later than
,' September 30, 2013.

™ .

SECTION 3. 44840 (2) (h) of the statutes is created to read:
448.40 (2) (h) Establishing off-label uses, as defined in s. 448.31 (1) (c), that
are medically safe and effective.

(END)
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ANALYSIS

Under current law, a physician who treats a patient must inform the patient
about the availability of all alternate, viable medical modes of treatment and about
the benefits and risks of these treatments. A physician who violates this

/ requirement is subject to discipline by the Medical Examining Board (board) for
unprofessional conduct and may be fined up to $25,000 and imprisoned for up to 9
months. Ifthe board finds that the physician has engaged in unprofessional conduct,

/ the board may warn or reprimand the physician, or limit, suspend, or revoke any
license, certificate, or limited permit granted to the physician.

Under this bill, a physician may not prescribe or use a drug or device in a
manner that constitutes an off-label use without obtaining the patient’s informed
consent unless the board has determined that the off-label use is safe and effective.
The bill defines an off-label use as a use that has not been approved by the U.S.
Federal Drug Administration (FDA) to be included on the produgt’s label. The bill

. specifies that a patient’s consent is informed only if the ysician informs the
patient that the drug or device is being prescribed or used in a manner that is an
off-label use and of the uses for which the drug or device has been approved by the

./ FDA. A
The bill also prpvidesthat, beginning on January 1, 2014, a physician may not
prescribe or use any|drug or device in which the physician has a financial interest
unless the physicialh obtains the patient’s informed consent. Under the bill, a
physician has a finapcial interest in a drug or device if the physician has recejved
gifts or payments of more than $10 fromy the manufacturer@ifhe-drugor device and
information about kg g‘if}tsor paymentfis available to the public on an Internet Web
site. Under federal law, information on gifts or payments of more than $10 from
manufacturers to physicians must be available to the public on an Internet Web site
no later than September 30, 2013. The bill specifies that a patient’s consent is
formed only if the physician provides the patient with any information related to
S8 sayments the physician received from the manufacturer of a drug or device that is
publicly available on the Internet Web site established by the federal government.
Under the bill, a physician who fails to obtain a patient’s informed consent
related to the off-label use of a drug or device or for the prescription or use of a drug
or device in which the physician has a financial interest is subject to the same
penalties as a physician who fails to inform a patient about the availability of all
alternate, viable medical modes of treatment.
Because this bill creates a new crime or revises a penalty for an existing crime,
the Joint Review Committee on Criminal Penalties may be requested to prepare a
/ report concerning the proposed penalty and the costs or savings that are likely to
result if the bill is enacted.

END ANALYSIS

INS. 1-4
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SECTION 1. 448.02 (3) (a) of the statutes is amended to read:

448.02 (3) (a) The board shall investigate allegations of unprofessional conduct
and negligence in treatment by persons holding a license, certificate or limited
permit granted by the board. An allegation that a physmlan has violated s. 253.10
(3), 448.30, 448. 31, 448. 32, or 450.13 (2) or has failed to mail or present a medical
certification required under s. 69.18 (2) within 21 days after the p%nouncement of
death of the person who is the subject of the required certificate fﬁa&%—a—physiei&ﬂ-
has failed at least 6 times within a 6-month permail or present a medical
certificate required under s. 69.18 (2) within 6 days after the pronouncement of death
of the person who is the subject of the required certiﬁcatg@ a?) allegation of
unprofessional conduct. Information contained in reports filed with the board under
s.49.45(2) (a) 12r.,50.36 (3) (b), 609.17, or 632.715, or under 42 CFR 1001.2005, shall
be investigated by the board. Information contained in a report filed with the board
under s. 655.045 (1), as created by 1985 Wisconsin Act 29, which is not a finding of
negligence or in a report filed with the board under s. 50.36 (3) (¢c) may, within the
discretion of the board, be used as the basis of an investigation of a person named in
the report. The board may require a person holding a license, (;t\ertiflc_%or limited

3

permit to undergo, and may consider the results of, one or more physical, mentalsor
A

J

professional competency examinations if the board believes that the results of any

such examinations may be useful to the board in conducting its investigation.

History: 1975 c. 383, 421; 1977 c. 418; 1981 c. 135, 375, 391; 1983 a. 188 5. 10; 1983 a. 189 s. 329 (5); 1983 a. 253, 538; 1985 a. 29; 1985 a. 146 s. 8; 1985 a. 315, 332,
340; 1987 a. 27, 399, 403; 1989 a. 229; 1991 a. 186; 1993 a. 105, 107; 1995 a. 309; 1997 a. 67, 175, 191, 311; 1999 a. 32, 180; 2001 a. 89; 2009 a. 382.

ND INS. 1-4
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Basford, Sarah

From: Krusick, Peggy
Sent:  Friday, March 09, 2012 10:56 AM
To: LRB.Legal

Subject: Draft Review: LRB 11-3064/1 Topic: Require prescribers to notify about off label use of and financial
interest in drugs and medical devices

Dear Legislative Reference Bureau,

Please Jacket LRB 11-3064/1 for the ASSEMBLY.

Thank you for all you do during these very busy days.

Have a great weekend!

Peggy

3/9/2012




